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NEW APPLICATION TRANSMITTAL 



Transmitted herewith for filing is the patent application of 



Inventor(s): Matthijs P. SMITS 

Bryan P. FLAHERTY 



For (title): HEARING EVALUATION DEVICE WITH NOISE DETECTION AND 

EVALUATION CAPABILITIES 



1 . Type of Application 

This new application is for a(n) 
[X] Original (nonprovisional) 
I I Design 
□ Plant 

0 Divisional. 

1 | Continuation. 

□ Continuation-in-part (C-I-P). 



CERTIFICATION UNDER 37 CFR 1.10 

I hereby certify that this New Application Transmittal 
and the documents referred to as enclosed therein are 
being deposited with the United States Postal Service 

on this date January 7, 2000, in an envelope as 
"Express Mail Post Office to Addressee" Mailing 
Label Number EL 228 702 035 US, addressed to the: 
Assistant Commissioner for Patents, Washington, 
D.Q> 20231. V\ 

.^Oq^ A) 
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2. Benefit of Prior U.S. Application(s) (35 U.S.C 119(e), 120, or 121) 



(~1 This new application being transmitted claims the benefit of prior U.S. application(s). 
Enclosed are ADDED PAGES FOR NEW APPLICATION TRANSMITTAL 
WHERE BENEFIT OF PRIOR U.S. APPLICATION(S) CLAIMED. 



3. Papers Enclosed That Are Required for Filing Date under 37 C.F.R. 1.53(b) (Regular) 
or 37 C.F.R. 1.153 (Design) Application 



12 



Pages of specification 
Pages of claims 
Pages of Abstract 
Sheets of drawings 



|~1 formal 
informal 



□ The enclosed drawing(s) are photograph(s), and there is also attached a "PETITION 
TO ACCEPT PHOTOGRAPH(S) AS DRAWINGS." 37 C.F.R. 1.84(b). 



4. Additional papers enclosed 

HI Preliminary Amendment 

□ Information Disclosure Statement (37 C.F.R. 1.98) 

□ Form PTO-1449 (PTO/SB/08A and 08B) 
I I Citations 

I I Declaration of Biological Deposit 

O Submission of "Sequence Listing," computer readable copy and/or amendment 
pertaining thereto for biotechnology invention containing nucleotide and/or amino 
acid sequence. 

0 Authorization of Attorney (s) to Accept and Follow Instructions from Representative 

1 | Special Comments 

□ Other- 
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5. Declaration or oath 

Enclosed is an unexecuted original declaration/power of attorney 
Executed by 
I I inventor(s). 

I | legal representative of inventor(s). 
37C.F.R. 1.42 or 1.43. 

□ joint inventor or person showing a proprietary interest on behalf of inventor 
who refused to sing or cannot be reached. 

O This is the petition required by 37 CFR 1 .47 and the statement 

required by 37 CFR 1.47 is also attached. See item 13 below for fee. 

3 Not Enclosed. 

□ Application is made by a person authorized under 37 CFR 1 .41 (c) on behalf of 
all the above named inventor(s). 

{The declaration or oath along with the surcharge required by 37 CFR 1.16(e) can be 

filed subsequently). 

□ Showing that the filing is authorized. 

{not required unless called into question. 37 CFR 1.41(d)) 

6. Inventorship Statement 

The inventorship for all the claims in this application are: 
I | The same. 

or 

O Not the same. An explanation, including the ownership of the various claims 
at the time the last claimed invention was made. 

0 is submitted. 

1 | will be submitted. 
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7* Language 

^1 English 

[~] Non-English 

O The attached translation is a verified translation. 37 C.F.R. 1 .52(d). 
8. Assignment 

Q An assignment of the invention 

□ is attached. A separate □ "COVER SHEET FOR ASSIGNMENT 
(DOCUMENT) ACCOMPANYING NEW PATENT APPLICATION' 1 
or □ FORM PTO 1595 is also attached. 



3 will follow. 



I | The prior application is assigned to 
numbers 


, recorded at reel/frame 


9. Certified Copy 






Certified copy(ies) of application(s) 






Country 


Appln. no. 


Filed 


Country 


Appln. no. 


Filed 


Country 


Appln. no. 


Filed 



from which priority is claimed 
I | is (are) attached. 
O will follow. 
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10. Fee Calculation (37 C.F.R. 1.16) 

A. ^ Regular application 



CLAIMS AS FILED 



Number filed 


Number 
Extra 


Rate 


Basic Fee 
37C.F.R. 1.16(a) 
$760.00 


Total 

Claims (37 CFR 1.16(c)) 27 


-20= 7 


x$ 18.00 = 


$126.00 


Independent 

Claims (37 CFR 1.16(b)) 13 


- 3= 10 


x $ 78.00 = 


$780.00 


Multiple dependent claim(s), 
if any (37 CFR 1.16(d)) 




+ $ 260.00 = 





I I Amendment canceling extra claims is enclosed. 

O Amendment deleting multiple-dependencies is enclosed. 

^ Fee for extra claims is not being paid at this time. 

Filing Fee Calculation 



B. Q Design application 

($330.00 -37 CFR 1.16(f)) 

C. O Plant application 

($530.00 -37 CFR 1.16(g)) 



Filing Fee Calculation 
Filing Fee Calculation 



$760 
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1 1 . Small Entity Statement(s) 

O Verified Statement(s) that this is a filing by a small entity under 37 CFR 1 .9 
and 1 .27 Q is (are) attached . Owill follow. 

O Status as a small entity was claimed in prior application 

/ , filed on , from which benefit 
is being claimed for this application under: 

35U.S.C. □ 119(e), 

□ 120, 

□ 121, 

□ 365(c), 

and which status as a small entity is still proper and desired. 

O A copy of the verified statement in the prior application is included. 

Filing Fee Calculation (50% if A, B or C above) $ 



12. Request for International - Type Search (37 CF R. 1 . 1 04(d)) 

(complete, if applicable) 

O Please prepare an international-type search report for this application at the 
time when national examination on the merits takes place. 
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13. Fee Payment Being Made at This Time 



^ Not Enclosed 



No filing fee is to be paid at this time. 

(This and the surcharge required by 37 C.F.R, LI 6(e) can 

be paid subsequently.) 

O Enclosed 

□ Basic filing fee $ 760 

I I Recording assignment 

($40.00; 37C.F.R. 1.21(h)) 

(See attached "COVER SHEET FOR ASSIGNMENT 
ACCOMPANYING NEW APPLICATION".) $ 

0 Petition fee for filing by other than all the inventors or 
person on behalf of the inventor where inventor refused to 
sign or cannot be reached 

($130.00; 37 C.F.R. 1.52(d) and 1.1 7(k)) $ 

Q For processing an application with a specification in a non- 
English language 

($130.00; 37 C.F.R. 1.52(d) and 1.1 7(k)) $ 

1 | Processing an retention fee 

($130.00; 37 C.F.R. 1.53(d) and 1.21(1)) $ 

| | Fee for international-type search report 

($40.00; 37 C.F.R. 1.21(e)) $ 

Total fees enclosed $ 



14. Method of Payment of Fees 

Check in the amount of 

O Charge Account No. in the amount of $ . 

A duplicate of this transmittal is attached. 



DOCSNYI 649608 1 



[Page 7 of 9] 



15. Authorization to Charge Additional Fees 



□ The Commissioner is hereby authorized to charge the following additional fees 
required by this paper and during the entire pendency of this application to 
Account No. 15-0665 . 

□ 37 C.F.R. 1 . 1 6(a), (f) or (g) (filing fees) 

□ 37 C.F.R. 1.16(b), (c) and (d) (presentation of extra claims) 

I I 37 C.F.R. 1 .16(e) (surcharge for filing the basic filing fee and/or 
declaration on a date later than the filing date of the application) 

□ 37 C.F.R. 1.17 (application processing fees) 

I I 37 C.F.R. 1.18 (issue fee at or before mailing of Notice of Allowance, 
pursuant to 37 C.F.R. 1.311 (b)) 



16. Instructions as to Overpayment 

Credit Account No. 
□ Refund 




SIGNATURE OF ATTORNEY 



Reg. No. 31,110 



Tel. No. (212) 506-5280 



Robert M. Isackson 



(type or print name of attorney) 
Robert M. Isackson 

ORRICK, HERRINGTON & SUTCLIFFE LLP 
666 Fifth Avenue 

New York, New York 1 01 03-000 1 
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I I Incorporation by reference of added pages 

O Plus Added Pages for New Application Transmittal Where 
Benefit of Prior U.S. Application(s) Claimed 

Number of pages added 

n Plus Added Pages for Papers Referred to in Item 4 Above 

Number of pages added 

O Plus "Assignment Cover Letter Accompanying New 
Application" 

Number of pages added 

El Statement Where No Further Pages Added 

^ This transmittal ends with this page. 
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U.S. Patent Application 
8668-2029 
Natus 

1 Title: Hearing Evaluation Device With Noise Detection and Evaluation Capability 

Inventors: Matthijs P. Smits and Bryan P. Flaherty 

Related Applications 

5 This application is related to the co-pending and commonly assigned U.S. Patent 

Application entitled "Hearing Evaluation Device with Patient Connection Evaluation Capabilities/' 
attorney Docket No. 8668-2028, filed by Matthijs P. Smits, Vineet Bansal, Abraham J. Totah and 
Bryan P. Flaherty and the U.S. Patent Application entitled "Hearing Evaluation with Predictive 
Capabilities," attorney Docket No. 8668-2027, filed by Matthijs P. Smits and Christopher M. Coppin, 
1 0 the disclosures of which are hereby incorporated herein by reference. 

1 . Field of the Invention. 

The present invention relates to devices and methods that use electroencephalographic 
responses to auditory stimuli to evaluate hearing loss. More particularly, the present invention relates to 
the detection and evaluation of excessive noise factors, thereby increasing the reliability and speed of 
1 5 such evaluation. 

2. Background of the Invention. 

In the past, hearing impairment in babies and children was often not detected until after 
it was observed that the baby or child did not respond normally to sound. Unfortunately, it often took 
months or even years for the parent to observe the impairment, and by that time the child's language and 

20 learning abilities were negatively and often irreversibly impacted. Indeed, recent studies indicate that 
the vocabulary skills of hearing impaired children markedly increases if their hearing loss is detected 
early. The optimal time to evaluate for hearing loss is thus immediately after birth, both because early 
detection allows for early treatment, and because parents often fail to bring their infants for later 
appointments. As a result, a number of states have implemented programs to evaluate newborns for 

25 hearing loss. 
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1 However, babies, especially newborns, cannot participate in traditional hearing tests, 

which require the subject to indicate if he or she hears the auditory stimulus. Thus, devices and methods 
have been developed to objectively determine hearing loss, without the voluntary participation of the 
subject. One such method involves analysis of the involuntary electroencephalographic (EEG) signals 
5 that are evoked from a subject in response to an auditory stimulus. It has been found that when a subject 
is able to perceive a sound having particular characteristics, a specific EEG waveform known as an 
Auditory Brainstem Response (ABR) is generated. This ABR response signal is typically small in 
magnitude in relation to general EEG activity. Therefore, statistical and signal processing techniques 
have been employed and developed to help detect, to a pre-defined level of statistical confidence, 

10 whether an ABR response has in fact been evoked. ABR testing is especially applicable to evaluation 
of infants, but can be applied to any subject. 

The ABR that is evoked in response to the auditory stimulus may be measured by use of 
surface electrodes on the scalp or neck. As a practical matter, the electrodes will also detect noise 
signals from neural activity (besides the ABR), muscle activity, and non-physiological, environmental 

15 noises. Accurate detection of excessive noise, and excessive non-physiological noise, has thus been a 
challenge for those developing ABR evaluation tests. It would be especially advantageous to discern 
non-physiological noise, because such noise may be ameliorated or even eliminated (such as by moving 
or turning off an interfering device). 

The present invention represents a major advance in the art because it allows for more 

20 accurate detection of excessive noise, and because it provides a method to detect non-physiological 
noise. 

3 . Description of the Prior Art. 

Several techniques have been used to minimize the physiological noise in the EEG 
response from an auditory stimulus ( see M. Don and C. Elberling, Evaluating Residual Background 
25 Noise in Human Auditory Brain-Stem Responses, J. Acoust. Soc. Am. 96 (5), Pt. 1 : 2746-2757 (1994)), 
including signal averaging and weighted signal averaging, signal filtering, artifact rejection, stimulus 
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1 modification, targeted electrode placement, and various techniques designed to relax or sedate the 
subject. 

The prior art also details techniques that evaluate the current noise content in the 
averaged EEG response against a pre-set threshold, which represents a stopping criterion for the hearing 
5 loss evaluation. However, the prior art does not provide for the detection of excessive noise in relation 
to non-physiological noise sources or the use of normative data. 

The prior art also addresses some excessive acoustic noise issues by rejecting EEG 
responses if the ambient acoustic noise amplitude exceeds a certain pre-set threshold. Such ambient 
acoustic noise can be detected from a microphone placed on or near the earphones of the subject, and if 
10 it exceeds a predetermined voltage threshold, then EEG responses obtained at or near the time of 
excessive noise can be rejected. Additionally, the ambient noise received by the microphones can be 
filtered before analysis, to exclude noise that is unlikely to interfere with testing by masking the auditory 
click stimulus. 

4. Objects and Summary of the Invention. 

1 5 The present invention provides a device and method for use in analyzing the EEG signal 

evoked in response to an auditory click stimulus, to determine if the subject suffers from hearing loss. 
Broadly, the invention is directed to devices and methods that are capable of detecting excessive noise, 
based upon analysis using normative data, and using certain statistical techniques. This invention also is 
directed to devices and methods capable of detecting certain non-physiological noise, and determining 

20 when such non-physiological noise is excessive. Additionally, this invention allows for an improved 
determination of whether the ambient acoustic noise in the test site is excessive. 

In one embodiment of the invention, evoked EEG responses to auditory stimuli are 
collected, and organized into "sweeps," with each sweep containing the response signal for one auditory 
stimulus. The sweeps are organized into blocks, with each block containing a number of sweeps. 

25 The response signal for each sweep is digitized and converted into a series of binary 

numbers corresponding to whether the amplitude of the response signal is positive or negative at various 
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1 points in time. The digitized, binary waveform is compared to a benchmark ABR waveform to 
determine if the ABR is present. To make this determination, a polarity sum is calculated, which 
represents the sum of the polarities of the response signals at each measured point in time. Statistical 
techniques are then used to determine if an ABR is present, relying upon the expected distribution of 
5 polarity sums in the absence of an ABR. A "Pass" is triggered if the observed polarity sum distribution 
is determined to be statistically different, to a defined threshold, than that expected from random noise. 
After a certain number of blocks have been completed, the evaluation will cease if a "Pass" has yet not 
been triggered. Under such circumstances, the subject will be referred for further testing to determine if 
he or she in fact does suffer from hearing loss. 

10 In accordance with the present invention, evaluation may be paused if the noise 

contribution to the response signal exceeds a preset threshold, and therefore is deemed to be excessive. 
The preset threshold is preferably derived from an analysis with standardized normative data. The pause 
period allows the operator time to attempt to correct the excessive noise. Moreover, evaluation can also 
be paused if the contribution of non-physiological noise is excessive. One method of determining 

1 5 excessive non-physiological noise is to measure the extent to which the average sum of polarities 

deviates from chance, i.e., the extent to which the distribution of the average sum of polarities deviates 
from the distribution that would be expected. Another method of determining excessive non- 
physiological noise is to measure the difference between the mean and median EEG signal amplitude for 
a block of sweeps. If such deviation or difference is beyond a pre-set threshold (and therefore 

20 "excessive"), the evaluation may not only pause to allow the operator an opportunity to correct the 
problem, but the latest block of data may also be rejected. 

It may be desirable in some instances to alert the operator to the presence of non- 
physiological noise even if the noise is not deemed to be excessive. The operator could then attempt to 
ameliorate or even eliminate the noise, thereby increasing the efficiency of the test. The present 

25 invention therefore improves upon the prior art through its methods of automatically detecting excessive 
noise, and by detecting an excessive non-physiological component in the noise. 
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1 The present invention also provides an improved device and method to determine if the 

ambient acoustic noise is excessive, based upon signal energy, rather than noise amplitude, as 
commonly used in artifact rejection. 

As described below, the present invention makes extensive use of normative data. These 

5 normative data were derived from analysis of clinical data, and from computer simulations representing 
different testing conditions. Normative data have been used to develop the drawings described in the 
subsequent paragraph, and are thus representative of clinical and statistical (computer simulated) data 
that could be compiled by a person of ordinary skill in the art. 

5. Brief Description of the Drawings. 

10 Further features, elements, and advantages of the present invention will become apparent 

to a person of ordinary skill in the art in view of the following detailed description of a preferred 
embodiment of the present invention, made with reference to the drawings annexed, in which like 
reference characters correspond to like elements, and in which: 

Figure 1 illustrates a typical ABR waveform; 
1 5 Figure 2 illustrates a weighted ABR template; 

Figure 3 illustrates examples of typical symmetric 60 Hz noise and asymmetric 60 Hz 
monitor refresh pulse noise; 

Figure 4 illustrates excessive bias and noise detection thresholds as a function of signal 
noise and polarity bias; 

20 Figure 5 illustrates a bode plot of the hardware filtering for the ambient noise evaluation; 

and 

Figure 6 is a block diagram of the components of the testing apparatus of the present 

invention. 

6. Description of the Preferred Embodiment. 
25 a. Overview 

The invention disclosed herein detects, processes and analyzes the EEG response of a 
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1 subject to certain sound stimuli. A click sound stimulus is repetitively applied to the subject's ear 
through a transducer. The click stimuli may be applied to one ear at a time (monoaurally), or to both 
ears simultaneously (binaurally). In a preferred embodiment, monoaural stimuli are applied at 37 Hz. 

The EEG response is detected from surface electrodes. Testing may be performed to 
5 ensure that the electrodes have been properly placed, and that nothing is impeding the electrodes' ability 
to detect the EEG response signal. 

In a preferred embodiment ( see Fig. 6), the electrodes are placed on the subject in the 
following manner: a positive electrode is placed on the forehead, a negative electrode is placed on the 
nape of the neck, and a ground electrode is placed on the mastoid or shoulder. The EEG signal detected 
10 from these electrodes is filtered so as to exclude signals that are not applicable to the ABR. 

The amplitude of the EEG response is digitized, and is assigned a binary value. This 
binary value represents the amplitude polarity of the waveform, that is, whether the response EEG 
amplitude is positive or negative, at the measured time. 

The stimuli and responses are grouped into "sweeps" and "blocks." A sweep is a 
1 5 response waveform to a single click stimulus. A block is a series of sweeps, and in a preferred 

embodiment, represents 500 accepted click stimulus responses. We refer to "accepted" click stimulus 
responses, because results from some sweeps may be rejected from analysis due to problems with the 
testing conditions, as explained further below. 

Upon completion of a block of accepted sweeps, signal averaging is used to compute the 
20 composite waveform that results from this block. In addition, signal averaging is also used to compute 
the average composite waveform from all blocks combined. This average composite waveform is then 
compared with an internal template, to determine if the null hypothesis (Hq) can be rejected. The null 
hypothesis is the hypothesis that the baby is hearing-impaired (i.e., there is no ABR response), and will 
be rejected if the probability of hearing impairment is below a certain pre-set statistical threshold. In the 
25 preferred embodiment, the null hypothesis is rejected, and the evaluation ceases, when sufficient data 

DOCSNYl:648988.1 



-6- 



1 has been collected to conclude, with 99.96% statistical confidence, that an ABR waveform is present. A 
"PASS" or other similar message may then be generated. 

If the average composite waveform is insufficient to reject the null hypothesis, then the 
evaluation continues until the total number of sweeps exceeds a preset threshold. If the maximum 
5 number of sweeps has been exceeded, but the null hypothesis has not been rejected, then the subject 
would typically be referred for further testing to determine if in fact he or she suffers from hearing 
impairment. Additionally, for certain subjects, the present invention may be able to predict that the 
subject will not pass, thus obviating the need for lengthy testing. (See U.S. Patent Application entitled 
"Hearing Evaluation Device with Predictive Capabilities," filed by Matthijs P. Smits and Christopher M. 
10 Coppin.) 

b. Signal Analysis 

The chief challenge in using ABR to evaluate for hearing loss is the difficulty in 
distinguishing the ABR response (if any) from the noise within which it is buried. This noise is typically 
Gaussian-distributed, with a mean amplitude of zero, and with changing variance. Additionally, certain 
1 5 non-physiological noise is distinguished by the fact that it is asymmetric, as illustrated in Figure 3, 
which shows a typical symmetrical 60Hz noise, and the asymmetrical noise associated with the refresh 
function of a computer monitor. 

As stated above, the present invention detects the presence of an ABR by repetitively 
applying click stimuli in blocks of A^=500 sweeps. Each click stimulus is comprised of a brief acoustic 
20 pulse containing energy primarily in the 500-4000 Hz region. The repetition rate for the clicks is 37 Hz. 
The polarities of the click stimuli are sequentially alternated between condensation (positive square 
pulse) and rarefaction (negative square pulse) stimuli. Since the noise typically has a mean of zero and 
no component is asynchronous with the stimulus repetition rates, it is likely to sum toward zero with 
increasing sweeps, leaving the ABR. 
25 Under the preferred embodiment of the present invention, the amplitude sequence of each 

click stimulus response is converted into a sequence of polarities (positive or negative) which, in turn, is 
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1 summed with the other response polarity sequences in block b, to form the array Xt. For instance, an 
amplitude sample in the click stimulus response would be given a "1" if this amplitude were positive (no 
matter how high), and a "0" if this amplitude were negative (no matter how low). And, if no ABR were 
present the expected proportion of polarities, which is the same as the polarities of the ABR waveform 

5 would be 0.5. However, if an ABR were present, the proportion would likely be higher. The proportion 
of polarities in an evoked response matching the ABR waveform is related to the amount of signal noise. 

After each block of sweeps, the summed polarity sequence Xb for block b is summed with 
the other summed polarity sequences into an array X. Also, the total number of sweeps iVis calculated 
as the sum of the number of sweeps in each block: 

10 

* = J> 

b=\ 

b = l 9 2 9 ... 9 B 

j ^ The summed polarity sequence X is then compared with a template waveform, which has 

been compiled with the use of normative data ( see Fig.l). This template is comprised of M weighted 
points, strategically placed to match the typical ABR waveform (see Fig. 2). At each of the M points, a 
weight is assigned, reflecting the importance and polarity of the given measurement point in ascertaining 
the presence of an ABR, as derived from normative data. Thus, for any given point m 9 the sum of the 

2Q polarities would be x m . The sum of the weights equals zero. 

The present invention uses a test statistic z to aid in determining if an ABR is present. 
This test statistic is defined as: 

y] Wm(Xm -fix) 

z = ?id 

25 

where TV is the number of sweeps,/? is the probability of positive polarity, q is the complementary 
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1 probability. The test statistic z scores the random binary array X by multiplying its elements x m at each 
template point m with the corresponding weight w m , and summing these results into a single, 
normalized number. Now, in the absence of an ABR, the peak of the distribution of z would remain at 
zero, while in the presence of an ABR, the test statistic would grow with increasing number of sweeps 

5 N. 

Subjects exhibit variability in the latency of the ABR waveform, so that different 
subjects, each of whom can hear, may exhibit ABR waveforms at different times after the click stimulus. 
In order to compensate for this variability, the test statistic z may be recalculated at various times. The 
highest z from each of these time-shifted samples, Zmaxy can be saved and used to determine the presence 
1 0 of the ABR. In a preferred embodiment of the present invention, a pass is indicated when z m ax reaches a 
value that is 4 standard deviations from zero. 

Additionally, it has been found that the peak-to-peak amplitude of the ABR in normal- 
hearing babies varies from baby to baby. As explained below, the present invention accounts for this 
variability in ABR amplitude, by making conservative assumptions about the ABR amplitude of the 
1 5 subject who is being tested. 

The present invention also discloses a method and apparatus for detecting excessive noise 
contribution, and for detecting non-physiological noise and determining when such non-physiological 
noise is excessive. 

Excessive (symmetric) noise detection is achieved by calculating the EEG signal variance 
20 for each block of sweeps, defined as: 



25 



<r 2 =-^- 



T-l 



2>w 



Ms 



— 
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Here T represents all sample points in all sweeps in the block, and S(t) the EEG signal 
amplitude at sample time t. This signal variance is compared with a threshold signal variance derived 
from normative data. The variance threshold, corresponds to a level of noise so high that even a subject 
5 whose ABR was in the 90 th percentile in terms of amplitude would still fail 50% of the time. 

Under the present invention, excessive noise evaluation is conducted only after the 
completion of each block of sweeps. When excessive noise is detected, the evaluation pauses, and the 
operator is asked whether he or she wants to continue evaluation, or stop the evaluation to allow time to 
address and possibly ameliorate the excessive noise. 
1 o The present invention also allows for the detection of excessive polarity bias in the 

response signal. Such polarity bias, fi 9 is associated with certain non-physiological noise sources, such 
as the refresh function on a computer monitor. Excessive bias can skew the average sum of polarities. 
Excessive non-physiological (asymmetric) noise detection is achieved by calculating the EEG polarity 
bias for each block of sweeps, defined as: 



15 



^ 1 



This polarity bias is compared with the threshold bias associated with the 10 th percentile 
ABR waveform, which is based on the signal variance and is derived from normative data. 

20 Using normative data, along with the excessive noise techniques described, one is able to 

define regions of different combinations of noise variance and polarity bias, which are assigned with 
different test condition results, and which define adverse testing conditions (Fig. 4). In defining these 
regions of adverse testing conditions, the noise variances associated with the 10 th and 90 th percentile 
ABR waveform are used as the threshold curves for the excessive noise and bias detection. 

25 In accordance with another aspect of the present invention, one can evaluate polarity bias 

after the completion of each block of sweeps. If excessive bias is indicated, the last block of sweeps 
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1 may be rejected, and the operator may be queried as to whether the evaluation should continue, or 
should be suspended to address the excessive bias. 

The polarity bias indicator of the present invention turns on every time the bias exceeds 
the minimum threshold, which is set at four standard deviations away from the mean of the no-bias 
5 condition. Other levels could be used. Since the sources of asymmetrical noise, and hence polarity bias, 
are commonly non-physiological in origin, the bias indicator can be used to detect the presence of 
certain types of electrical interference from environmental sources, even if the polarity bias does not 
significantly affect the progression of z m ax. 

The present invention also provides for an improved ability to detect excessive ambient 
10 acoustic noise. Research has indicated that ambient noise can mask the click stimulus. ( See Jesteadt, et 
al 9 "Forward-Masking Functions," J. Acoust. Soc. Am., Vol. 71, No. 4 April 1982). In order to address 
this problem, in accordance with the present invention the signal energy, £, of the ambient noise is 
measured, rather than the amplitude of the signal. Additionally, the present invention gathers signal 
energy measurements in three approximately 20-millisecond windows, each placed immediately prior to 
1 5 the onset of one of the last three clicks. Excessive ambient noise is determined according to the 
following equation: 



E = At 



— ^threshold 



20 In this equation, 71, 72 and 73 are the pre-click windows of time associated with the current, previous 
and 2 nd previous click, respectively, P n (t) represents the filtered microphone signal at sample time t for 
sweep n, and N represents the sample time interval ( A t =0.25 milliseconds). If the weighted energy sum 
E exceeds a pre-set threshold, the current sweep is rejected and the rejection is noted through an 
indicator on the graphical user interface or otherwise. 

25 The generation of the click stimulus, the detection of the EEG response signal, the 

detection of the ambient noise, the processing and analysis of the EEG response signal, and the display 
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1 of the results are performed by conventional electronic means, e.g. digital microprocessor controlled 
devices. Such devices include a transducer to generate the auditory stimulus, conventional electrodes to 
detect the EEG response signal, a conventional microphone to detect the ambient noise. To analyze the 
EEG response signal a processing unit, such as a conventional microprocessor, and memory unit are 
5 needed. Additionally, a display unit and optionally an input device, such as a mouse and/or a keyboard, 
provide operator interface. 

As shown in Figure 6, stimulus generator 10 generates the click stimulus, and EEG 
transducer 20 detects the EEG response to the stimulus. Next, EEG signal conditioning 30 and signal 
processing 40 occur, readying the EEG response for analysis. Statistical analysis for the presence of an 

10 ABR 50 then occurs, and excessive EEG noise detection 60 simultaneously occurs, in accordance with 
the present invention. Also during evaluation, microphone 80 detects ambient noise, and this ambient 
acoustic signal undergoes signal conditioning 90 and processing 100, and excessive ambient noise is 
detected 1 10, in accordance with the present invention. Normative data 70 is used for both the excessive 
ambient noise analysis and the excessive EEG noise detection. Finally, a control device with user 

1 5 interface 120 displays the results. 

One skilled in the art will appreciate that the present invention can be practiced by other 
than the preferred embodiments, which are presented for purposes of illustration and not of limitation. 
In addition, the specific parameter values identified herein are useful or representative parameter values, 
and it should be understood that other values or ranges of values for these parameters may be used 

20 without departing from the spirit and scope of the invention. 



25 
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We claim: 

1 . A device for hearing evaluation of a subject comprising: 
means for repeatedly delivering auditory stimuli; 

means for sampling electroencephalographic responses to said stimuli; and 
means for determining that no Auditory Brainstem Response ("ABR") waveform is 
present in said electroencephalographic responses. 

2. A system for hearing evaluation of a subject comprising: 
a transducer having an audible click output stimulus; 

an electrode system adapted to detect an electroencephalographic response to said 
stimulus; and 

a processor, responsive to said electroencephalographic response, having 
means for sampling the electroencephalographic response; 
means for processing the sampled electroencephalographic response; and 
means for determining that no ABR waveform is present in said 
electroencephalographic responses. 

3. A device for hearing evaluation of a subject comprising: 
means for repeatedly delivering auditory stimuli; 

means for sampling electroencephalographic responses to said stimuli; and 
means for predicting that no ABR will be detected in said electroncephalographic 
responses. 

4. The device according to claim 3, wherein the means for predicting that no ABR will 
be detected in said electroncephalographic response comprises: 

means for detecting the presence of an ABR within a predetermined number of 
electroencephalographic responses; and 

means for determining, with fewer than said predetermined number of 
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1 electroencephalographic responses, that the probability that an ABR will be detected 

is statistically low. 

5. A system for hearing evaluation of a subject comprising: 
a transducer having an audible click output stimulus; 

5 an electrode system adapted to detect electroencephalographic responses to said 

stimulus; and 

a processor, responsive to said electroencephalographic responses, having 
means for sampling said electroencephalographic responses; 
means for processing said sampled electroencephalographic responses; and 
10 means for predicting that no ABR will be detected after a predetermined number of 

said electroencephalographic responses. 

6. The system according to claim 5, wherein the means for predicting that no ABR will 
be detected in said electroencephalographic response comprises: 

means for detecting the presence of an ABR within a predetermined number of 
1 5 electroencephalographic responses; and 

means for determining, with fewer than said predetermined number of 
electroencephalographic responses, that the probability that an ABR will be detected 
is statistically low. 

7. A method for hearing evaluation of a subject, comprising the steps of: 
20 repeatedly delivering auditory stimuli; 

sampling electroencephalographic responses to said stimuli; and 

determining that the probability is statistically low that an ABR waveform is present 

in said electroencephalographic responses. 

8. A method for hearing evaluation of a subject, comprising the steps of: 
25 repeatedly delivering auditory stimuli; 

sampling electroencephalographic responses to said stimuli; and 
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1 predicting that no ABR will be detected in said electroencephalographic responses. 

9. A method of evaluation for hearing loss which comprises the steps of: 
repeatedly delivering auditory stimuli to a subject; 

measuring electroencephalographic responses to said stimuli, said responses having 
5 an amplitude polarity at each point in time; 

digitizing said electroencephalographic responses; 

transforming said digitized electroencephalographic responses into a series of binary 
numbers corresponding to the polarity of the amplitude of said 
electroencephalographic responses; 
10 transforming said binary numbers into an array of polarity sums; 

calculating a test statistic z max based upon said array of polarity sums; and 
determining the probability that no ABR waveform is present in said 
electroencephalographic responses by analysis of said test statistic z max . 

10. The method according to claim 9, wherein the step of determining that no ABR 

1 5 waveform is present in said electroencephalographic responses by analysis of said test 

statistic z ma x comprises: 
calculating an expected mean value of z max ; 

comparing z max with said expected mean value by using a distance factor; and 
determining that the probability that no ABR waveform is present in said 
20 electroencephalographic responses is statistically low when the distance factor is 

below a predetermined threshold. 

1 1 . The method according to claim 10, wherein the expected mean value of z max is 
derived from normative data. 

12. The method according to claim 11, further comprising the steps of: 
25 calculating a signal to noise ratio; 

taking into account the signal to noise ratio in calculating the expected mean value of 
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1 z max- 

13. The method according to claim 12, further comprising providing the predetermined 

threshold as -1.3. 

14. A method of evaluation for hearing loss which comprises the steps of: 
5 repeatedly delivering auditory stimuli to a subject; 

measuring electroencephalographic responses to said stimuli, said responses having 
an amplitude polarity at each point in time; 
digitizing said electroencephalographic responses; 

transforming said digitized electroencephalographic responses into a series of binary 
1 0 numbers corresponding to the polarity of the amplitude of said 

electroencephalographic responses; 

transforming said binary numbers into an array of polarity sums; 
calculating a test statistic z max based upon said array of polarity sums; and 
determining the presence of adverse evaluation conditions by analysis of said test 
15 statistic z max . 

15. The method according to claim 14, wherein the step of determining the presence of 
adverse evaluation conditions by analysis of said test statistic z max comprises: 
calculating an expected mean value of z max ; 

comparing z max with said expected mean value by using a distance factor; and 
20 determining the presence of adverse evaluation conditions when the distance factor is 

above a predetermined threshold. 

16. The method according to claim 15, wherein the expected mean value of z max is 
derived from normative data. 

17. A method of evaluation for hearing loss which comprises the steps of: 
25 repeatedly delivering auditory stimuli to a subject; 

measuring electroencephalographic responses to said stimuli, said responses having 
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1 an amplitude polarity at each point in time; 

digitizing said electroencephalograph^ responses; 

transforming said digitized electroencephalographic responses into a series of binary 
numbers corresponding to the polarity of the amplitude of said 
5 electroencephalographic responses; 

transforming said binary numbers into an array of polarity sums; 
calculating a test statistic z max based upon said array of polarity sums; and 
predicting that no ABR will be detected in said electroencephalographic responses by 
analysis of the test statistic z max . 
10 18. The method according to claim 17, wherein the step of predicting that no ABR will be 

detected after a predetermined number of electroencephalographic responses by 
analysis of the test statistic z max comprises: 
calculating an expected mean value of z max ; 

comparing z max with its expected mean value by using a distance factor; and 
1 5 predicting that no ABR will be detected after a predetermined number of 

electroencephalographic responses when the difference factor is below a 

predetermined threshold. 
19. The method according to claim 1 8, wherein the expected mean value of z max is 

derived from normative data. 
20 20. The method according to claim 19, additionally comprising the steps: 

calculating a signal to noise ratio; 

taking into account the signal to noise ratio in calculating the expected mean value of 
z max- 

21. The method according to claim 17, further comprising providing the predetermined 
25 threshold as -1.3. 

22. A method for detecting an evoked response, comprising the steps of: 
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delivering stimuli; 

sampling responses to said stimuli; and 

predicting that said responses do not contain said evoked response. 

23. The method according to claim 22, wherein the step of predicting that said responses 
do not contain said evoked response comprises: 

determining the statistical distribution of said responses; 

calculating the probability that said statistical distribution would occur given the 

existence of said evoked response; and 

comparing said probability to a predetermined threshold. 

24. A method for detecting an evoked response, comprising the steps of: 
delivering stimuli; 

sampling responses to said stimuli; and 

predicting that said responses contain said evoked response. 

25. The method according to claim 24, wherein the step of predicting that said responses 
contain said evoked response comprises: 

determining the statistical distribution of said responses; 

calculating the probability that said statistical distribution would occur given the 

absence of said evoked response; and 

comparing said probability to a predetermined threshold. 

26. A method of evaluation for hearing loss which comprises the steps of: 
repeatedly delivering auditory stimuli to a subject; 

measuring electroencephalographic responses to said stimuli, said responses having 
an amplitude polarity at each point in time; 
digitizing said electroencephalographic responses; 

transforming said digitized electroencephalographic responses into a series of binary 
numbers corresponding to the polarity of the amplitude of said 

i 
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1 electroencephalographic responses; 

transforming said binary numbers into an array of polarity sums; 

calculating a test statistic z max based upon said array of polarity sums; and 

using regression analysis to determine the probability that no ABR waveform is 
5 present in said electroencephalographic response. 

27. A method of evaluation for hearing loss which comprises the steps of: 

repeatedly delivering auditory stimuli to a subject; 

measuring electroencephalographic responses to said stimuli, said responses 
containing a signal parameter; 
10 digitizing said electroencephalographic responses; 

calculating a test statistic based upon said signal parameter; and 
determining the probability that no ABR waveform is present in said 
electroencephalographic response by analysis of said test statistic. 

15 



20 



25 
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Abstract of the Disclosure 
An apparatus and method for evaluation of hearing loss is disclosed. The apparatus and 
method use evoked Auditory Brainstem Responses (ABR) to determine if the subject is able to hear 
click stimuli that are repeatedly administered. In order to facilitate efficient differentiation of the ABR 
from the accompanying noise, normative data is used to detect test conditions where physiological, non- 
physiological, and ambient acoustic noise would interfere with the progression of test. 
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(ORIGINAL, DESIGN, NATIONAL STAGE OF PCT, SUPPLEMENTAL, DIVISIONAL, 

CONTINUATION OR C-I-P) 

As a below named inventor, I hereby declare that: 

TYPE OF DECLARATION 
This declaration is of the following type: 





original. 


□ 


design. 


□ 


supplemental. 


□ 


national stage of PCT. 


□ 


divisional 


□ 


continuation. 


□ 


continuation-in-part (C-I-P). 



INVENTORSHIP IDENTIFICATION 

My residence, post office address and citizenship are as stated below, next to my name. I believe 
that I am the original, first and sole inventor (if only one name is listed below) or an original, first 
and joint inventor (if plural names are listed below) of the subject matter that is claimed, and for 
which a patent is sought on the invention entitled: 

TITLE OF INVENTION 



HEARING EVALUATION DEVICE WITH NOISE DETECTION AND 
EVALUATION CAPABILITY 



DOCSNY 1.649565.1 
8668-2029 LG4 



Page 1 of 6 | 



SPECIFICATION IDENTIFICATION 



the specification of which: 
(a) £3 is attached hereto. 



Notice of July 13, 1995 (1177 O.G. 60). 

(b) □ was filed on, as □ Serial No. or □ and was amended on (if 
applicable). 

(c) □ was described and claimed in PCT International Application No. , filed on 

and as amended under PCT Article 1 9 on (if any). 



ACKNOWLEDGEMENT OF REVIEW OF PAPERS AND DUTY OF CANDOR 

I hereby state that I have reviewed and understand the contents of the above-identified 
specification, including the claims, as amended by any amendment referred to above. 

I acknowledge the duty to disclose information, which is material to patentability as 
defined in 37, Code of Federal Regulations, § 1.56, 

El and which is material to the examination of this application, namely, information 
where there is a substantial likelihood that a reasonable Examiner would consider it 
important in deciding whether to allow the application to issue as a patent, and 

□ in compliance with this duty, there is attached an information disclosure 
statement, in accordance with 37 CFR 1.98. 



PRIORITY CLAIM (35 U.S.C. § 1 19(a)-(d)) 

I hereby claim foreign priority benefits under Title 35, United States Code, § 1 19(a)-(d) of 
any foreign application(s) for patent or inventor's certificate or of any PCT international 
application(s) designating at least one country other than the United States of America listed 
below and have also identified below any foreign application(s) designating at least one 
country other than the United States of America filed by me on the same subject matter having 
a filing date before that of the application(s) of which priority is claimed. 

(d) £3 no such applications have been filed. 

(e) □ such applications have been filed as follows. 
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PRIOR FOREIGN / PCT APPLICATION(S) FILED WITHIN 12 MONTHS 
(6 MONTHS FOR DESIGN) PRIOR TO THIS APPLICATION 
AND ANY PRIORITY CLAIMS UNDER 35 U.S.C. § 119(a)-(d) 



COUNTRY (OR 
INDICATE IF 
PCT) 


APPLICATION NUMBER 


DATE OF FILING 
(day, month, year) 


PRIORITY 
CLAIMED UNDER 
37 USC 119 








□ YES □ NO 








□ YES □ NO 








□ YES □ NO 








□ YES □ NO 








□ yes Qno 



CLAIM FOR BENEFIT OF PRIOR U.S. PROVISIONAL APPLICATION(S) 

(34 U.S.C. § 119(e)) 

I hereby claim the benefit under Title 35, United States Code, § 1 19(e) of any United States 
provisional application(s) listed below: 



PROVISIONAL APPLICATION NUMBER FILING DATE 



/ 



/ 



/ 



CLAIM FOR BENEFIT OF EARLIER US / PCT APPLIC ATION(S) 

UNDER 35 U.S.C. 120 

□ The claim for the benefit of any such applications are set forth in the attached 
ADDED PAGES TO COMBINED DECLARATION AND POWER OF 
ATTORNEY FOR DIVISIONAL, CONTINUATION OR CONTINUATION-IN- 
PART (C-I-P) APPLICATION. 



ALL FOREIGN APPLICATION(S), IF ANY, FILED MORE THAN 12 MONTHS 
(6 MONTHS FOR DESIGN) PRIOR TO THIS U.S. APPLICATION 
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POWER OF ATTORNEY 



I hereby appoint the following attorney(s) and/or agents(s) to prosecute this application and 
transact all business in the Patent and Trademark office connected therewith. 

Peter Bucci, Reg. No. 30,034 Robert M. Isackson, Reg. No. 3 1 , 1 1 0 

Charles W. Bradley, Reg. No. 17,855 Robert A. Cote, Reg. No. 34,570 

Bradford S. Breen, Reg. No. 30,823 Daniel P. Maguire Reg. No. 

Lawrence B. Goodwin, Reg. No. 29,642 
Patrick Hoeffner, Reg. No. 44,768 

□ Attached, as part of this declaration and power of attorney, is the authorization of the 
above-named attorney(s) to accept and follow instructions from my representative(s). 



SEND CORRESPONDENCE TO 
Robert M. Isackson, Esq. 

ORRICK, HERRINGTON & SUTCLIFFE LLP 

666 Fifth Avenue 

New York, New York 10103-0001 



DIRECT TELEPHONE CALLS TO: 
(Name and telephone number) 

Robert M. Isackson, Esq. 
(212) 506-5280 



DECLARATION 

I hereby declare that all statements made herein of my own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code, and that such willful false statements may jeopardize the validity of the application or any 
patent issued thereon. 
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Inventor's signature 
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Full name of second joint inventor, if any 
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(GIVEN NAME) (MIDDLE INITIAL OR NAME) 

Inventor's signature 

Date Country of Citizenship 
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Post Office Address 
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□ Signat ure for fourth and subsequent joint inventors. 
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* * * 



□ Signature by administrator(trix), executor(trix) or legal 
representative for deceased or incapacitated inventor. 

Number of pages added 



* * * 



□ Signature for inventor who refuses to sign or cannot be reached by 
person authorized under 37 CFR 1.47. 

Number of pages added 



# * * 



□ Added page for signature by one joint inventor on behalf of deceased inventor(s) where 
legal representative cannot be appointed in time. (37 CFR 1 .47) 



□ Added pages to combined declaration and power of attorney for divisional, 
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